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Style Sheet View/Source Code (XML) 
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Incompatibility 
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Standard e-Message for Data Exchange: 
Common Product Model (CPM) 

The Health Level Seven (HL7) Common Product 
Model (CPM) provides: 
 

 
Overarching information model 

 
Reusable Common Message Element Types (CMETs) 
Consistent data types and conformance rules 
Vocabulary domains 
Schemas for data exchange 
 
 
 



ISO IDMP Project Deliverables 

Document Name

May 2016      ISO Meeting
Ballot, comment resolution 
or publication preparation Nov 2016       ISO Meeting

Ballot, comment resolution 
or publication preparation 

ISO Standard 11238 - Review Decision to start DTS Ballot DTS ballot ongoing Decision to go for publication Publication
ISO Standard 11615 - Review Decision to start DTS Ballot DTS ballot ongoing Decision to go for publication Publication
ISO Standard 11616 - Review Decision to start DTS Ballot DTS ballot ongoing Decision to go for publication Publication

ISO DTS 20443 Decision to publish Publication
ISO DTS 20451 Decision to publish Publication

ISO DTS 19844 V1:  (chemical, proteins and 
nucleic acid)

Published

ISO DTS 19844 V2:  (blood, herbal, 
homeopathic, polymers )

Decision to publish Publication

ISO DTS 19844 V3: (vaccines, allergens, 
advanced therapy, cell and gene therapies)

Decision to go for a DTS 
ballot

Ballot and comment 
resolution 

Decision to publish Publication

Timelines



European Medicines Agency (EMA) 
S&P original plan 

SMS 
It 1 

PMS 
It 1 

Release of the EU 
implementation guide 
for It.1 

Kick off of the It.1 and 
overall transition phase 12m 9 m 

Q1 2016 Q1 2017 Q3 2017 Q2 2016 Q2 2017 Q4 2017 

Transition phase 
(from xEVPRM to  PMS – IDMP compliant) 

Release of the EU 
Substance 
implementation guide 

Kick off of SMS  
(ISO IDMP 
compatible) 12m 6 m 

Preparation for ISO IDMP Implementation 
(Article 57 transition to ISO IDMP) 

Q4 2016 Q3 2016 Q2 2018 

PMS 
It 2 12m 6 

Enforcement 
of the PMS-
It.2 

Release of the EU 
implementation 
guide for It.2 

Kick off of the 
PMS-It.2 

… 

Enforcement of 
the PMS-It.1 

Enforcement of 
the SMS IT.1 

 



US FDA IDMP Roadmap 

** 
US 
FDA  

Content 
of 
Labeling 

GDUFA Self-ID of 
Facilities, Sites, 
Organization 

2005 2010 2014 2009 2012 

Transition phase to ISO IDMP Publication 
 

HL7  

Establishment 
Registration/Drug 
Product Listing 

Paper to Electronic Submission (HL7 CPM/SPL, eCTD) 

2008 2015 

ISO 
Publication of 
ISO IDMP 
Standards 

ISO IDMP 
New Work 
Item (NWI) 
Proposals 

LDD, 
WDD/3PL, 
3911  

HL7 V3 
(Normative to 
ISO IDMP) 

SPL 
Indexing 

SPL(R6) 
&(R7)/ 
CPM (R2) 
&(R3) 

IDMP TS/Standards 
Revision 
(5 year cycle) 

SPL (R2) 

2007 

SPL (R3) SPL (R4) SPL(R5) 

2011 2013 2016/2017 2004 

SPL (R1) 

FR Notice/ 
Guidance 
(Draft) 

**US FDA SPL Implementation Guide (technical specification) updated with corresponding Guidance for Industry (incorporated by reference) 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm2005542.htm 

 

2006 

Reference:   
Vada Perkins 
ISO /FDA IDMP Topic Lead/Expert 

http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm2005542.htm


Example:  FDA/EU-EMA Data Exchange Model 



Thank You 
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